PUBLIC LAW 103-417M80CT. 25,1994 108 STAT. 
4329 


bv the author or the conor of the publication. 
which revrinted 
in tS entiretv. shall not he defined as labelina wien 
use 

connection with the sale of a dietary supplement to 
consu rs 

when i 

"(1) is not false or misleadina: 

"(2) does not promote a pafticular 
manufacturer or brand 
of a dietarv sunvlement: 

"(3) is disnlaved or vresented. or is disnlaved 


or presented 
with other such Jews on Bae aoe eee 
matter. 

vresent a balanced ies of the available seisntitie 
information 


ona dietarv supplement: 

"(4) if disolaved in an _ establishment. is 
vhvsicallv separate 
from the dietarv supplements: and 

"(5) does not have avnvended to it anv 
information y sticker 

g nv other me : 

(1B) APPT.ICATION ubsection (a) shall not annlv to 
or restrict 
a retailer or wholesaler of dietarW supplements in anv 
wav whatso- 
ever in the sale of books or other pnublications as a 
part of the 
business of such retailer or wholesaler. 

"(c) BURDEN OF PROOFL=In any proceeding brought under sub- 
section (a), the burden of proof shall be on the United States 
to oe aa that an article or other such matter is false or 
mislead- 


Ing 
SEC. 6. STATEMENTS OF NUTRITIONAL SUPPORT. 


digeeeees 403(r) (21 U.S.C. 343(ri) is amended ay 
addin 
the end the followina: 

"(6) For pvurvoses of varaarapbh (r)(1)(B). a 
statement for a 
dietary supplement mav be made if 

"(A) the statement claims a benefit related to a 


classical 
nutrient deficiencv disease and discloSes_ the 
prevalence of such 
disease in the oe States. describes the role 
of nutrient 
or dietarv imaradiant intended to affect the 
structure or function 
in humans. characterizes the documented 
mechanism bv whic 
a nutrient or dietarv inaredient acts to maintain 
such structure 
or function. or describes general well-being from 
consumption 


of a nutrient or dietarv inaredient. 
"(B) the manufacturer of the ciety 


supplement ha 
substantiation that such statement is Maithyil and 
not mislead- 


ina. and 
"(C) the statement contains, prominently Gispiaved 
an 
in boldface type, the following: This statement has 
not been 


evaluated by the Food and Drug Administration. 
This product 
is not intended to diagnose, treat, cure. or preve 
anv disease 
A statement under this subparagfaph mav not claim 
to diaanose. 
mitigate, treat, cure) or prevent a snecific disease 
or class of dis- 
eases. If the manufacturer of a dietary sunvlement 
provoses to 
make a statement described in the first sentence of 
this subpvara- 
graph in the labeling of the dietary supplement. the 
manufacturer 
shall notify the Secretary no later than 30 davs 
after the first 
marketing of th® dietary supplement with such 
statement that 
such a statement is being made. . 


SEC. 7, DIETARY SUPPLEMENT INGREDIENT LABELING AND NUTRI- 
TION INFORMATION LABELING. 


(a) MISBRANDED SUPPLEMENTS! Section eS 


is amended by adding at the end the following: 


